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DETAILED ACTION 

This application is a 371 of PCT/US98/18953. 

This application claims priority to provisional application Serial No. 60/058,651. 

Claim Objection 

Claim 21 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in Independent form. It is well settled that 
recitation of an inherent property of a composition employed in a method will not further 
limit claims drawn to the method. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specificatjon shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 4-5, 7, 14, 17-18, and 21 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The expression "said concentration " in claims 3-4 and 17-18 renders the claim 
indefinite. The expression " said concentration " is not defined by the claim. The 
expression " said concentration " is unclear as to the said concentration of which 
component in the formulation herein. 
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The expression "a chemically modified equivalent" or " chemically modified 
equivalents" in claims 7 and 14 renders claims 7 and 14 indefinite. The expression "a 
chemically modified equivalent" or " chemically modified equivalents" is not defined by 
the claims. Therefore, the scope of claims is indefinite as to chemically modified 
equivalents in the formulation encompassed thereby. 

The expression "scopolamine free base plasma concentration is achieved within 
about 5 minutes" in claim 21 renders the claim indefinite. The expression "scopolamine 
free base plasma concentration is achieved..." is not defined by the claim. The 
"scopolamine free base plasma concentration is achieved..." is unclear as to how much 
scopolamine free base in plasma within about 5 minutes. 

C/a//n Rejections - 35 (JSC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Keith (PTO-1449 submitted August 1 , 2000) in view of Osol et al. (PTO-1449 submitted 
August 1 , 2000). 

Keith discloses that an intranasal formulation comprising scopolamine 
hydrochloride in a pharmaceutically acceptable carrier, an aqueous solution containing 
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ethanol is useful in a method of preventing and/or treating motion sickness such as 
nausea and/or vomiting. See abstract, Examples l-XII, and claims 1-6. Keith also 
discloses that the intranasal formulation therein provides quick relief from motion 
sickness and the onset of effect is within ten minutes. See page 2 lines 3-4, page 3 
Example II, and page 4 Example IV. 

The prior art does not expressly disclose the employment of polyvinyl alcohol in 
combination with one or more additional gelling agents or bioadhesives such as 
alginates, gums, and starches in the instant intranasal formulation and method for the 
treatment of motion sickness. The prior art does also not expressly disclose that the pH 
value of the instant intranasal formulation is below about 4 or 3.5, and the concentration 
of the buffer salt in the instant intranasal formulation is below about 200 mM or 100 mM 
or 50 mM. The prior art does not further expressly disclose the employment of the 
particular salt of scopolamine, hydrobromide and thickening agents and surfactants in 
the formulation herein. The prior art does not further expressly disclose that the instant 
intranasal formulation effects within about 5 minutes. 

Osol et al. teaches that polyvinyl alcohol is a well known pharmaceutically 
acceptable gelling agent which may be used in combination with one or more additional 
gelling agents. Osol et al. also teaches that alginates, gums, and starches are also well 
known pharmaceutically acceptable gelling agents. See page 1242 and 1244. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to employ polyvinyl alcohol in combination with one or more 
additional gelling agents or bioadhesives such as alginates, gums, and starches in the 
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instant intranasal formulation and method for the treatment of nausea and/or vomiting 
associated with motion sickness, and to employ the particular salt of scopolamine, 
hydrobromide, and to further employ thickening agents and surfactants in the 
formulation herein, and to optimize the pH of the instant intranasal formulation to below 
about 4 or 3.5 and the concentration of the buffer salt in the instant intranasal 
formulation to below about 200 mM or 100 mM or 50 mM. 

One having ordinary skill in the art at the time the invention was made would 
have been motivated to employ polyvinyl alcohol in combination with one or more 
additional gelling agents or bioadhesives such as alginates, gums, and starches in the 
instant intranasal formulation and method for the treatment of nausea and/or vomiting 
associated with motion sickness since polyvinyl alcohol is a well known 
pharmaceutically acceptable gelling agent which may be used in combination with one 
or more other well known pharmaceutically acceptable gelling agents such as alginates, 
gums, and starches according to Osol et al. Moreover, the determination or 
optimization of pharmaceutically acceptable carriers is considered well within the skill of 
artisan. Additionally, one of ordinary skill in the art would have been motivated to 
employ the particular salt of scopolamine, hydrobromide, and to further employ 
thickening agents and surfactants in the formulation herein because the determination 
of well known pharmaceutical acceptable salts in a composition and the employment of 
well known thickening agents and surfactants in the pharmaceutical art are considered 
well within the skill of artisan. Further, one of ordinary skill in the art would have been 
motivated to optimize the pH of the instant intranasal formulation to below about 4 or 
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3.5, and to optimize the concentration of the buffer salt in the instant intranasal 
formulation to below about 200 mM or 100 mM or 50 mM because the optimization of 
the pH and the concentration of the buffer salt of the instant intranasal formulation are 
considered well within the skill of artisan. The onset of effective time of an intranasal 
composition would be expected by one of ordinary skill in the art. 

Since all composition components herein are known, it is considered prima facie 
obvious to combine them into a single composition useful for the very same purpose. At 
least additive therapeutic effects would have been reasonably expected. See In re 
Kerkhoven, 205 USPQ 1 069 (CCPA 1 980). 

Thus the claimed invention as a whole is clearly prima facie obvious over the 
combined teachings of the prior art. 

In view of the rejections to the pending claims set forth above, no claims are 
allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Examiner Jiang, whose telephone number is (703) 305- 
1 008. The examiner can normally be reached on Monday-Friday from 9:00 to 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Minna Moezie, J.D., can be reached on (703) 308-4612. The fax phone 
number for the organization where this application or proceeding is assigned is (703) 
308-4556. 
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Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 305- 
1235. 

Shaojia A. Jiang, Ph.D. 
Patent Examiner, AU 1617 
May 30, 2001 
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